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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog . Benzalkonium

Kwducde mpoidvrog : 201600095

Suvovopa : Benzalkonium, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
Emucivduvo yio to vddtvo meptBdriov — 0&0g kivduvog, katnyopiag 1 H400
ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemBOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov
ATOQa0T PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeio eTIKETOG

Xapaktnpiopds copeove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

¥

GHSO07 GHS09
Ipogworomtikn AéEn (CLP) : IIpocoyn
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.
H400 - TToAD to&o 1o Tovg V3POPLOVS OPYAVIGHOVG.
Anhdoes Tpogidatng (CLP) . P301+P312 - SE MEPINTQEH KATAIOSHE: KoAéote to KENTPO AHAHTHPIAZEQON edv

acBavieite adrabecia.
Zhpavon cOUPovo pe: eEapeitar 1 EmTEPIKT GLOKELAGT, TO TEPLEYOLEVO TNG omoiag dev vepPaivovy o 10ml
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Benzalkonium
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv anarteitor 6jpoven

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdroin copeove pe vy odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Benzalkonium - <100 Acute Tox. 4 (Am6 tov otoparog), H302

(ATE=50 mg/kg cwpaticot Bapovg)
Aquatic Acute 1, H400

IMAnpeg keipevo tov dnidoewv H ko EUH: BAéne tpnpa 16

Aev woydet

TMHMA 4: Métpo npaTtev fondsiov

Métpa npidtmv fonbetdv petd and enogn pe 1o déppo  : Kobapiote ) peyoidvtepn duvorn mosdtnto okovnilovtdg t (kabopd kot Hadakd amoppoenTikd
Tovi).
Métpa tpadtmv fondetdv Hetd and enapn 1e o LATIO : Hemldvete o pation pe vepd yo Adyoug acaieiog.

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa mupdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLOG : Xpnowonowmote péca katdoPeong KatdAAnia yo T TepAAlovca TupKayLd.

TMHMA 6: PO, 6€ TEPITTMO 0KOVGLOG EKAVONG

6.1.1. o TPoo@mTIKG GALO 07T6 TO TPOGMTLKO EKTUKTNG UVAYKNG

Métpa EKTOKTNG QVAYKNG 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'we. GTopa Tov TPosPEpovy TPpMOTES Por)Osreg

Aev vdpyovv emmaAéov TANPOQOpieg
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Benzalkonium
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOPieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Aev vdpyovv emmAéov TANPoQopieg

Agv vdpyovv emmAEOV TANPOEOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/aTopikn Ttpoctacio

8.1.1 EOvikég oprokés Tipés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPiES

8.1.2. ZuvicTdpeves d1udikocsics Tapakorovdneng
Agv vapyovv emmAEoV TANPOQOpieg

8.1.3. Xynpartifovrar stoygio pOmAVeNS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. leproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPiEg

8.2.1. Katdhinhor pnyavikoi £reyyot

Koataiinior pnyavikoi éleyyou:
Awmpfiote o€ koA eEoeptlopevo ydpo. Zuvibog amatteitor oo YEVIKOD HnyavikoD £E0EPIGLOD TOV XHPOL.

8.2.2. ATopukég TPOoTATEVTIKOG £E0TMONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Aev vdpyovv emmaAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
IIpoctacio Tov déppartog:

o314 EPYAOTNPiOL

IIpoctacio TOV XEPLOV:
IIpoctatevtucd yavta

8.2.2.3. IIpocTUGit TOV GVOTVEVGTIKAOV 06AOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Benzalkonium
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

8.2.2.4. O@gppkoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. Oprwofétnon ko TapokorovOnon g tepifariovroroyikig £ékBeong o€ Kivdvvo

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 9: ®voikég Kot ynUIKEG 1010TNTEG

Duon KordoTaom © Zteped
APDOHOL : Mn Swbéoo
Epgpdvion T XKkovn.

Oopn : Mn Swbéoo
Opto oopng : Mn dwbéoo
Inueio ™Eemg : Mn Swbéoo
Inueio m&emg : Mn dwbéoo
Inueio Bpoacov : Mn dwbéoo
Evpiextomta : Mn dwbéoo
Opra Ktvdvvov ekpri&emg : Aevioydet
Xapnhotepo 6pio £kpnéng : Aevioydet
Avdtoto 0plo expnépuotrog : Aevioydet
Inueio avapreng : Aevioydet
Bgppokpacio avtovapreing : Aevioydet
Bgppokpacio anocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeg, Kvepotucdg (1) T Agv ioydet
AwAvtomra : Nepo: > 100 g/l
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTukvémta : Mn dwbéoo
ZyeTkn ToKvOTHTO : Mn dwbéoo
ZyeTkn TOKVOTNTO ATUAV oToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA BE TIS KLAGELS PUVOLKOD KIVODVOL

Agv vdpyovv emmAEOV TANPOEOPIiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPAGTIKOTNTO,

2ta0epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOQOPiEg

Kavévag yvootog/-1/-6.

Aev vdpyovv emmaAéov TANPOQOpieg
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Benzalkonium
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaiverar LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

O&elo to&koTTaL (Ad GTOHATOS) . EmPrapés oe mepintoon katdmoong.
O&ela to&cotTa (Seppatikn) : Mn ta&wopnpévog
Oé&ela to&omta (avamvon) © Mn ta&wopnuévog
Benzalkonium
LD50 omd tov otdpoTog o8 apovpaiong 50 — 300 mg/kg
AGBpmon kot epebiopdg Tov déppatog : Mn ta&wopnpévog (EAreltotiicd dedopéver)
ToPapn opboipkn PAaPn/epediopog : Mn ta&wopnuévog (EMeaticd dedopévar)
EvaisOntomoinon Tov avamvenstikon 1 © Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévav, Ta kprmmpio to&vounong dev minpovvan)
gvaucOnTomoino oL dEPUTOG
MetoAho&ryéveon YEVWINTIKAOV KOTTAPOV : Mn ta&wopnpévog (EAkeltotiicd dedopévor)
Kapkwoyéveon : Mn ta&wopnpévog (EAkeltotiicd dedopévor)
To&woTa Yo TV avamopayoyn © Mn ta&wopnuévog (Ileportépm minpogopies: O&eia ToSucdTn o)
Ewdum to&ikomra ota opyava-ctdyovg (STOT) — T Mn ta&wopnpévog
epanag éxbeon
Ewum to&ikomra ota opyava-ctdyovg (STOT) — T Mn ta&wounpévog
emavenupévn xbeon
Enucivduvotnto ovappdenong : Mn ta&wopnpévog (Baoetl tov drabéoipmv dedopévmv, Ta Kprnpio ToSvounong dev mAnpovvot)

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAloyikéc TANpoQopies

Owoloyia - yevikd : Aev mapovcidlel wiaitepo kivovvo yio To meptBUAiov.
Emucivduvo yia to vddtvo mepiBarrov, Bpayunpdbecpog : IToAd To&kd yio Tovg VIPOBLOVE OPYOVIGHOVGC.

(080g)

Emucivduvo yio to vddrtvo meptBdiiov, pakporpdbespog : Mn ta&wopnpévog

(xpdviog)

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 5/8



Benzalkonium
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

12.7. Ahhes apvNTIKEG EMTTAGCELG

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 13: Xtoyyeio oyetikd pe tn ovadeon

13.1. M£0odor enetepyacios amofiiTov

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT.

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

UN 3077 UN 3077 UN 3077
14.2. Oweia ovopacia arostoric OHE
TIEPIBAAAONTIKA EINIKINAYNEX OYZIEZ, ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
STEPEEZ, E.A.O. SUBSTANCE, SOLID, N.O.S.

Heprypagii eyypaoov petagopds

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEZ UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OYZIEZ, £TEPEEZ, E.A.O., 9, 111, (E) SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, Il
POLLUTANT

14.3. TaEn/-e1g KtvdOvov KaTh TN PHETAPOPQ

14.4. Opada cvokevaciog

14.5. Megprfarrovtikny emKivovvéTHTO

Emcivéuvo yia to mepiBdAiov: Naw Emwcivduvo yia to mepidiiov: Not Emicivduvo yia to mepifdAiov: Not
MoAvopatikdg Topdyovtag yio To VOGTIVO
nepBdAiov: Nat

Agv vdpyovv emmiéov Srabioiues TAnpoopieg

14.6. Exdwkég Tpo@ura&erg yia tov ypieTn

Eriysio petagopd

Kodwog ta&wvopnons (ADR) © M7

Ewwés datdéers (ADR) 1 274,335, 601, 375
Mepropiopéveg moodteg (ADR) : bkg

E&aupovpeveg mocotteg (ADR) : El

Odnyieg cvokevaciog (ADR) : P002, IBC08, LP02, R001
Awtdéeig pektg ovokevooieg (ADR) : MP10

Odnyieg yio opntég defapevég kon gpumopevpotokiBotie : T1, BK1, BK2
x0dnv (ADR)

Ewducéc dratdéers yio popntég deEapevég Kot : TP33
gumopgvpoToKiBdTa 0NV (ADR)

Kodwodg de&apevig (ADR) . SGAV, LGBV
Oynua yo petapopd de&opeving AT

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 6/8



Benzalkonium
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Katmyopia petagpopds (ADR) © 3

Ewucéc dratdéers yio ) petapopd - Kéro (ADR) © V13
Ewwcés dratdéerg yio t petagopd - Xvdnv (ADR) : VC1,VC2
Ewwcés dratdéels yio  petapopd - optwon, : CVvi1i3
£KQOPTOON Kot xepiopog (ADR)

ApBv avayvopiong kwvdvvou (Képurep App.) : 90
IMoptokoi dickot :

Kwdwog meplopiopmv yio onpayyes (ADR) : E

peTa@opd pécw® Boracong

Ewwm npopreyn (IMDG) 274,335, 966, 967, 969
[epropiopéveg mosdteg (IMDG) . 5kg

E&apovpeves mocdteg (IMDG) © El1

Odnyieg cvokevaciog (IMDG) : P002, LPO2

Ewdwég drataées ovokevaoiog (IMDG) : PP12

Odnyieg cvokevaciog eunopevpatokiBotiov-deéapnevov : IBCO8

(kddwkag IMDG)

Ewwig datages IBC (IMDG) : B3

Odnyieg yio de€apevéc (IMDG) © T1, BK1, BK2, BK3
Ewdwég drataéeis yuo de€apevég (IMDG) : TP33

ApBpoc EmS (IMvprayid) . F-A

ApBuoc EmS (Awppon) © S-F

Kotnyopieg poptiov (IMDG) DA

Amobnkevon ko yepopos (IMDG) © SW23

Evoépra petagopd

PCA E&upovpeveg mocotreg (IATA) : El1
PCA Ilepropiopéveg mocotteg (IATA) © Y956
Kabapn péyrom nocdtnra yia mepopiopévn nocdtnta. @ 30kgG

EMTPETOUEVT] Yot EMPOTI Y AEPOCKAPT KO Y10
aepookden petapopds eoptiov (IATA)
Odnyieg cvokevaciog yo emPotnyd oepookden (IATA) : 956

KoBapn péyiom mocodta yio entBotnyd aeposkaen : 400kg

KO Y10 0epOCKAPN peTapopds poptiov (IATA)

Odnyieg cuokevAGig LOVO Y10 AEPOTKAPT UETAPOPES : 956

@optiov (IATA)

Méyiot T0cOTNTO. LETAPOPAS OTOKAEIGTIKG AT : 400kg

aepookden petapopds poptiov (IATA)

Ewwég dorages (IATA) : A97, A158, A179, A197
Kodwog ERG (IATA) 9L

14.7. @aracoreg peTo.opis yvony coppmva pe Tig Tpacerg rov IMO

Agv 1oy0gL

TMHMA 15: Ztoyygio vopoOetiko yopoktipa

15.1. Kavoviopoi/vopoOscio 6YeTIKG pe THY 06QaLELD, TNV VYEIX KOl TO TEPLPELLOV Yia TNV 0VGid 1] TO pEiypa
15.1.1. xavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropispov)

Aev neprapfaveton oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV 100 REACH (Kataloyog 0d£1000Tn61|G)

Aev meprapPéveton oto Hapaptnpa XIV tov REACH (Katdioyog adetoddtnong)

Kataroyog vroyngiov ovordv REACH (SVHC)

Aev neprapfdvetol otov Katdhoyo vroynemv oveiov REACH

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd)

718



Benzalkonium
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kavoviepog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnpépmon)

Aev gpappoletor.

Kavoviepég POP (EE 2019/1021, Eppovor opyovikoi pomot)

Aev epappodletar.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev meprapfavetol otov Katdhoyo ovatdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepég mepi ekpnktik@v apédpopav ovordv (EE 2019/1148)

Aev epiéyet kapio ovoio(eg) Tov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovoldv ekpnktik®v (Kavoviopoc EE 2019/1148 oyetikd pe v gumopio Kot
™ ¥pNoN TPOSPOU®Y OLGLOV EKPNKTIKDV)

Kavoviopéog nepi mpédpopmv over®dv vapkotikav (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPavetar(ovial) 6Tov KoTdAoyo mpddpopmv ovetdv vopkatikdv (Kavoviopos EK 273/2004 cyeticd pe Tig mpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vdpyovv emmAEOV TANPOQOPiEg

15.2. A&wohoynon ynukig ac@diglog

Agv vapyovv emmAEOV TANPOQOPiEg

TMHMA 16: Alhegc TAnpo@opies

I peg keipevo pacswv H kar EUH:

Acute Tox. 4 (Amd tov Oé&eia to&icodmra (amd Tov 6TopaTOC), Katnyopio 4

GTOLATOC)

Aquatic Acute 1 Emicivduvo yia to vddrvo meptfdrlov — 0&Hg kivduvog, katnyopiog 1
H302 EmPrapés oe mepintmon katdmoons.

H400 TIoAd to&wo Y10 Toug VIPOPLOVG OPYAVIGHOVG.

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpogopieg mov meptéyovtal o€ avtd T0 deATio TPoEpYovTaL 0o TNYES TIG omoieg Dewpovpe aomiotes. [Tapoia avtd, divovron
YOPIG Kapio yydmon, pnTn 1 appnTn, Yo Ty okpifeld tovg.
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